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Dear Mr. VxxIer Ploeg: 

Recently an inspection was made of your veterinary dtu,u sales facility located at the above 
address. This inspection was conducted from September I 1 to 13. 3002. by a Food and Drug 
Administration Investigator from this office who documented sales !IC‘ prescription &ugs for 
veterinary use that are adulterated within the mtxming IJP S&on 301(aJ(5) of the Federal Food. 
Drug. and Cosmetic .\ct (.kf) rind mistrrnndcd Iwithin the meanin: ot’ Section j02tf)c 1) of the Act. 

The drugs “Amo.uil .-4moxicillin For Oral Suspension” and “Sulfametho,xazole and Trimethoprim 
Oral Suspension USP” :imun 2 lIthers. xe human drugs that are being dispensed for animal use 
without the required Iabelin~. including adequate directions for use. 

lJnder Section 5 12(a)(5). :1 drq :ipproveJ for human use may be used in animals if its use or 
intended use is on the lawl‘ul order ot’ ;I veterinarian and is in compliance with the r-tqlations JC 2 1 
CFR Part 530. The human ciqs you x-e dispensin 2 for UC: in :tnimals XL not in compliance l.vith 
21 CFR 530.17 hc~nuse the;: do not bear the required labeling information. 

Because your products do not comply ivith rht: applicrtble regulations. they are unsafe within the 
meanins of Section 5 13(a) :md ;tre thus adulterated under Section 50 l(aH5). 

In addition. prescription veterinary drugs intended for extralabel USC which you x-e dispensing are 
not in compliance with 21 CFR 520.12 because they do not bear the required labeling information. 
Because these products Jo not comply with the applicable reylations. they ace also unsafe within 
the mraning of Section 5 121a) and thus adulterated under Section 501(a)(5). 



Vet Pharm. Inc. 
becember IS. 2001 
Page 2 

Finally, because your products are dispensed without adequate directions t’or use. they are 
misbranded under Section 33 t>( 1 J. 

You should take prompt action to correct these violations end to establish procedures co prevent 
their recurrence at any of the established locations within your company. Failure co promptly 
correct these violations ma!. result in regulatory action without further notice. such as seizure 
and/or injunction. 

The violations listed above :lre not intended co be all-inclusive. You. ~1s ;L corporate official of this ’ 
firm. have ;1 responsibility II> insure that all drugs intended for veterinary use. which be;lr the 
human or veterinary prescription Ie~end. xe sold by you or your firm properly labeled 11s 
required. 

It is necessary for you to iak action on this matter now. P!ease let this office know in 
writing within fifteen ( 15) scorking Jays from the dare you received this letter what steps 
you are t&in: co correct the probkms. We uls\) ask chat you explain how you plan co 
prevent rhis ti-om happening LIsain. [f you ne:rd more time. let us know why and when JKW 
~xpecc co complete your cclrrzction. 

Your reply should k sent 10 Clarence R. Pendlemn. Compliance OtKxr. at rhr Jbove 
rkidress. 

Districr bireccor 
Kansas Ciry Districr 


